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DECTOMAX® (doramectin) Pour-On

General Information

Sponsor:

I. GENERAL INFORMATION: NADA NO. 141-095

Pfizer, Inc

235 East 42nd Street
New York, New York 10017

Established Name:

Trade Name:
Marketing Status:

Effect of Supplement:

doramectin

DecToMAX® (doramectin) Pour-On

over-the-counter (OTC)

New indications for therapeutic efficacy against Trichostrongylus

axei (L,) and persistent efficacy for 35 days against Haemonchus

placei.

Gastrointestinal roundworms

Lungworms

Eyeworms
Grubs

Lice

Mange mites

Horn Flies

Dectomax pour-on solution has been proved to effectively control infections and to

Ostertagia ostertagi
Ostertagia ostertagi
Ostertagia lyrata

Haemonchus placei
Trichostrongylus axei
Trichostrongylus colubriformis
Cooperia oncophora

Cooperia punctata

Cooperia pectinata

Coaperia surnabada (syn. memasteri)
Bunostomum phlebotomum
QOesophagostomum radiatum
Trichuris spp.

Dictyocaulus viviparus

Thelazia gulosa
Thelazia skrjabini

Hypoderma bovis
Hypoderma lineatum

Sucking Haematopinus eurysternus
Linognathus vituli
Solenopotes capillatus

Chorioptes bovis
Sarcoptes scabiei

Haematobia irritans

Adults and fourth-stage larvae
Inhibited fourth-stage larvae
Adults

Adults and fourth-stage larvae
Adults and fourth stage larvae
Adults and fourth-stage larvae
Adults and fourth-stage larvae
Adults and fourth-stage larvae
Adults

Adults

Adults

- Adults and fourth-stage larvae

Adults
Adults and fourth-stage larvae

Adults
Adults

Biting Damalinia bovis

II. INDICATIONS FOR USE: For the treatment and control of the following in cattle.

protect cattle from reinfection with Cooperia oncophora and Dictyocaulus viviparus for
21 days, Ostertagia ostertagi, Cooperia punctata, and QOesophagostomum radiatum for
28 days after treatment, and Haemonchus placei for 35 days after treatment.

NADA 141-095
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DECTOMAX® (doramectin) Pour-On Effectiveness

II1.

Iv.

DOSAGE FORM, ROUTE OF ADMINISTRATION, AND RECOMMENDED
DOSAGE:

A. Dosage Form: Pour-on solution containing 5 mg doramectin/mL.

B. Route of Administration: DECTOMAX® (doramectin) Pour-On should be applied
topically along the mid-line of the back.

C. Approved Dose: 500 mcg doramectin/kg body weight (5 mL/110 1b body weight)

EFFECTIVENESS:

Data demonstrating the effectiveness of DECTOMAX® (doramectin) Pour-On for
previously registered indications are discussed in the parent NADA 141-095 FOI
Summary (approval date September 16, 1997). Data from the following dose
confirmation trials demonstrate that the efficacy of DECTOMAX® (doramectin) Pour-On,
administered at the recommended dosage treats and controls Trichostrongylus axei (L4)
and controls infections and prevents reinfection with Haemonchus placei for up to 35
days after treatment.

TRICHOSTRONGYLUS AXEI (L,) THERAPEUTIC EFFECTIVENESS
SUMMARY

Two dose confirmation studies (1231C-60-93-017, 1231C-60-97-278) were conducted to
confirm the effectiveness of doramectin pour-on, administered topically at a dose of 500
mcg/kg, against Trichostrongylus axei L, infections in cattle.

RESULTS

Results are presented on an individual study basis in the section following (see Tables 4.1
and 4.2). E

OVERALL CONCLUSIONS

A single topical application of doramectin pour-on at a dosage of 500 mcg/kg was highly
efficacious in reducing Trichostrongylus axei L, recovered at necropsy from calves
artificially infected with infective larvae of Trichostrongylus axei.

A. Dose Confirmation Study 1231C-60-93-017

1. Investigator:  Dr. L.R. Ballweber
College of Veterinary Medicine
Mississippi State University
Mississippi State, Mississippi
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DECTOMAX?® (doramectin) Pour-On Effectiveness

2. General Design:

a. Purpose: To evaluate the therapeutic efficacy of doramectin pour-on at a
dosage of 500 mcg/kg BW against artificially-induced, immature nematode
infections in cattle.

b. Animals: Ten (10) per group. Animals were 5 to 6 months old and weighed
125 to 191 kg at the start of the study.

c. Controls: Animals in the negative control group (T1) received no medication.

d. Procedure: On Day 0, calves were weighed and randomly allocated to a non-
medicated group or a doramectin-treated group. All calves received infective
larvae of Trichostrongylus axei on Day 11. On Day 17, animals in the
doramectin group (T2) were treated topically with doramectin pour-on at a dose
of 500 mcg/kg BW. Animals in group T1 received no medication. Animals
were euthanized and necropsied on Days 31 and 32 for determination of worm
burdens.

3. Results: The percentage reduction in arithmetic mean nematodes in the
doramectin group, compared to the non-medicated group, is summarized in Table
4.1. There were no adverse events observed at any time during the study for any
i1y of the doramectin-treated cattle.

Table 4.1: Percent efficacy of doramectin pour-on solution administered topically

at 500 mcg/kg
Parasite Arithmetic Mean Worm Counts % Efficacy
_______ Non-medicated Doramectin
Trichostrongylus 640 0 ' 100
axei L4

4. Data analysis: Total Trichostrongylus axei L, burdens for each animal were
estimated from the number of fourth-stage larval parasites found in the abomasum
at necropsy.

Arithmetic mean nematode counts were calculated for each nematode species.
These were used to estimate the percentage efficacy for the treated group
compared to the non-medicated group using the following formula:

NADA 141-095 Page 3



DECTOMAX® (doramectin) Pour-On Effectiveness

[(Arithmetic mean number of worms in non-medicated cattle) - (Arithmetic
mean number of worms in doramectin-treated cattle)] + [Arithmetic mean
number of worms in non-medicated cattle] X 100 = Percentage Efficacy

5. Conclusion: A single application of doramectin pour-on administered to cattle
at a dose of 500 mcg/kg BW was effective against induced Trichostrongylus
axei L4 infection in cattle.

B. Dose Confirmation Study 1231C-60-97-278

1. Investigator: Edward G. Johnson
24007 Highway 20/26
Parma, Idaho

2. General Design:

a. Purpose: To evaluate the therapeutic efficacy of doramectin pour-on at a dosage
of 500 mcg/kg BW against artificially-induced infections of immature stages of
Trichostrongylus axei infections in cattle.

b. "Animals: Ten (10) per group. Animals were 3 to 6 months old and weighed
119 to 217 kg at the start of the study.

c. Controls: Animals in the control group (T1) received saline.

d. Procedure: Calves were randomly allocated to a non-medicated group or a
doramectin-treated group. All calves received infective larvae of
Trichostrongylus axei on Day 0. On Day 10, calves were weighed and
animals in the doramectin group (T2) were treated topically with doramectin
pour-on at a dose of 500 mcg/kg BW. Animals in group T1 received saline at
a dose of 1 mL/10 kg BW. Animals were euthanized and necropsied on Day
21 for determination of worm burdens.

3. Results: The percentage reduction in arithmetic mean nematodes in the
doramectin group, compared to the non-medicated group, is summarized in Table
4.2. There were no adverse events observed at any time during the study for any
of the doramectin-treated cattle.
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DECTOMAX?® (doramectin) Pour-On Effectiveness

Table 4.2. Percent efficacy of doramectin pour-on solution administered topically

at 500 mcg/kg
Parasite Arithmetic Mean Worm Counts % Efficacy
Non-medicated Doramectin
Trichostrongylus axei 5490 0 100
L4

4. Data analysis: Arithmetic mean worm counts were calculated for worm species.
These were used to estimate the percentage efficacy for the treated group
compared to the non-medicated group, using the following formula:

[(Arithmetic mean number of nematodes in non-medicated cattle) - (Arithmetic
mean number of nematodes in doramectin-treated cattle)] + [Arithmetic mean
number of nematodes in non-medicated cattle] X 100 = Percentage Efficacy

5. Conclusion: A single application of doramectin pour-on administered to cattle at
a dose of 500 mcg/kg BW was effective against induced Trichostrongylus axei
L4 infection in cattle.

1+ PERSISTENT EFFICACY - HAEMONCHUS PLACEI
SUMMARY

Two dose confirmation studies (1231C-60-95-199, 1231C-60-97-277) were conducted to
evaluate the persistent efficacy of doramectin pour-on, administered topically at a dose of
500 mcg/kg against artificial infections of nematodes.

RESULTS

Results are presented on an individual study basis in the section following (see Tables 4.3
and 4.4).

OVERALL CONCLUSIONS

A single topical application of doramectin pour-on at a dosage of 500 mcg/ provided
persistent efficacy against challenge infections of Haemonchus placei for up to 35 days
after treatment. No significant adverse reaction to treatment was observed in either study.

A. Dose Confirmation Study 1231C-60-95-199

1. Investigator:  Edward G. Johnson
24007 Highway 20/26
Parma, Idaho
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DECTOMAX?® (doramectin) Pour-On Effectiveness

2. General Design:

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on,
administered topically at a dosage of 500 mcg/kg BW against artificially
induced nematode infections.

b. Animals: Ten (10) per group. Animals were 4 to 6 months old and weighed
127 to 251 kg at the start of the study.

c. Controls: Animals in the negative control group (T1) received saline.

d. Procedure: Forty-two (42) animals were weighed and randomly allotted to a
saline-treated group (T1, 10 animals) or to one of three doramectin-treated
groups (T2 to T4, 10 animals each) on Day 0. No physical contact was
permitted between groups. On Day 0, animals in Groups T1 and T2 were
treated topically with saline (1 mL/10 kg BW) or doramectin pour-on (500
mcg/kg BW), respectively. Groups T3 and T4 were treated with deramectin
pour-on in an identical manner on Days 7 and 14, respectively.

_All animals in Groups T1 to T4 were challenged daily on Days 14 to 35 with
infective Haemonchus placei larvae (1995 mixed strain isolated in Louisiana
and Idaho). Animals from Groups T1 to T4 were euthanized and necropsied on

Ly Days 49 and 50 for determination of worm counts.

3. Results: The percentage reduction in geometric mean nematodes in the
doramectin group, compared to the non-medicated group, is summarized in Table
4.3. There were no adverse events observed at any time during the study for any
of the doramectin-treated cattle.

Table 4.3: Geometric Mean Haemonchus placei Ner‘ﬁatode Counts and Percent

Efficacy
Treatment Grbhp Size Persistence Mean Worm Counts % Efficacy
Interval
T1 - Saline 10 - 106 -
T2 - Doramectin 10 35 days -3 97.4
T3 - Doramectin 10 28 days 0 100
T4 - Doramectin 10 21 days 0 100
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DECTOMAX® (doramectin) Pour-On Effectiveness

4. Data analysis: Nematode percentage efficacy was calculated using the following
formula:

[(Geometric mean number of worms in non-medicated cattle) - (Geometric
mean number of worms in doramectin-treated cattle)] + {Geometric mean
number of worms in non-medicated cattle] X 100 = Percentage Efficacy

5. Conclusion: A single application of doramectin pour-on administered to cattle
topically at a dose of 500 mcg/kg BW provided persistent efficacy against
challenge infections of Haemonchus placei for 35 days.

B. Dose Confirmation Study 1231C-60-97-277

1. Investigator: Edward G. Johnson
24007 Highway 20/26
Parma, Idaho

2. General Design:

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on,
“administered topically at a dosage of 500 mcg/kg BW against artificially
induced nematode infections.

L b. Animals: Ten (10) per group. Animals were 5 to 6 months old and weighed
113 to 263 kg at the start of the study.

c. Controls: Animals in the control group (T1) received saline.

d. Procedure: Forty-two (42) animals were weighed and randomly allotted to a
saline-treated group (T1, 10 animals), to one of three doramectin-treated groups
(T2 to T4, 10 animals each), or as larval monitors (2 animals) on Day 0. No
physical contact was permitted between groups.

On Day 0, animals in Groups T1 and T2 were treated topically with saline (1
mL/10 kg BW) or doramectin pour-on (500 mcg/kg BW), respectively. Groups
T3 and T4 were treated with doramectin pour-on in an identical manner on Days
7 and 14, respectively.

All animals in Groups T1 to T4 were challenged daily on Days 21 to 35 with
infective Haemonchus placei larvae (1997 strain isolated in Mississippi). The
two larval viability monitor animals were challenged on Day 35, to confirm the
viability of the inoculum at the end of the infection phase of the study. Animals
from Groups T1 to T4, and larval monitor animals were euthanized and
necropsied on Day 49 for determination of worm counts.
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DECTOMAX?® (doramectin) Pour-On Effectiveness

3. Results: The percentage reduction in geometric mean nematodes in the
doramectin group, compared to the non-medicated group, is summarized in table
4.4. There were no adverse events observed at any time during the study for any
of the doramectin-treated cattle.

Table 4.4. Geometric Mean Haemonchus placei Nematode Counts and Percent

Efficacy
Treatment Persistence Mean Worm Counts % Efficacy
Interval
T1 - Saline -- 368 -
T2 - Doramectin 35 days 4 98.9
T3 - Doramectin 28 days 10 97.2
T4 - Doramectin 21 days 1 99.6

4. Data analysis: Geometric mean worm counts were calculated for worm counts.
These were used to estimate the percentage efficacy for the treated group
compared to the non-medicated group, using the following formula:

[(Geometric mean number of nematodes in non-medicated cattle) - (Geometric
mean number of nematodes in doramectin-treated cattle)] + [Geometric mean
number of nematodes in non-medicated cattle] X 100 = Percentage Efficacy

5. Conclusion: A single application of doramectin pour-on administered to cattle
topically at a dose of 500 mcg/kg BW provided persistent efficacy against
challenge infections of Haemonchus placei for 35 days.

V. ANIMAL SAFETY:

As discussed in the parent NADA 141-095 FOI Summary (approval date Sept. 16, 1997).

VI. HUMAN SAFETY

As discussed in the parent NADA 141-095 FOI Summary (approvai date Sept. 16, 1997)
and supplemental approval FOI Summary (dated October 25, 1998).
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DECTOMAX® (doramectin) Pour-On Agency Conclusions

VII. AGENCY CONCLUSIONS

The data submitted in support of this supplemental NADA satisfy the requirements of
section 512 of the Federal Food, Drug, and Cosmetic Act and implementing regulations
at Part 514 of Title 21, Code of Federal Regulations (21 CFR 514) to demonstrate that
DECTOMAX® (doramectin) Pour-On, is safe and effective for the treatment and control of
Trichostrongylus axei (L,) in cattle and to control infections and to protect cattle from re-
infection with Haemonchus placei for 35 days after treatment, when administered
topically at a dose of 500 mcg/kg bodyweight.

There are no changes to the codified tolerances for doramectin in cattle or to the
established preslaughter withdrawal time of 45 days.

The Agency has concluded that this product shall retain over-the-counter marketing status
because adequate directions for use have been written for the layman and the conditions
for use prescribed on the label are likely to be followed in practice.

In accordance with 21 CFR 514.106(b)(2), this is a Category II change which did not
require a reevaluation of the safety or effectiveness data in the parent application.

The agency has determined under 21 CFR 25.33(a)(1) that this action is of a type that does not
individually or cumulatively have a significant impact on human environment. Therefore,
neither an environmental assessment nor an environmental impact statement is required.

Under section 512(c)(2)(F)(ii) of the FFDCA, this approval for food producing animals
qualifies for THREE years of marketing exclusivity beginning on the date of approval because
the supplemental application contains substantial evidence of the effectiveness of the drug
involved, any studies of animal safety, or, in the case of food producing animals, human food
safety studies (other than bioequivalence or residue studies)-required for the approval of the
application and conducted or sponsored by the applicant.

DECTOMAX® (doramectin) Pour-On is under U.S. patent number 5,089,480, which expires
on July 30, 2010.

VIII. APPROVED PRODUCT LABELING (attached)
A. Facsimile label - 250 mL, 1 liter, 2.5 liter, and 5 liter containers
B. Facsimile package insert.

C. Box carton — 250 mL size

NADA 141-095 Page ¢



DECTOMAX® (doramectin) Pour-On Distribution

cc:

Courtesy Copy for the Sponsor
HFV-199/N-141095-C-0011

HFV-2 (Special Mailing List)

HFV-15 (FOI Staff)

HFV-102 (GADQC Reserve Copy)
HFV-102 (GREEN BOOK)

HFV-135 (Messenheimer)

HFA-305 (Dockets Management Branch)
HFR-SW350 (KAN-DO)

HFV-135:JRMessenheimer:6/30/99:827-7578

ec: CVM Records:\ONADE\\N141095\C0011foi.sum
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Indications: For treatment and control of gastroin-
testinal roundwarms, lungworms, ayaworms, grubs,
biting and sucking fice, horn flies, and mange mites
in cattle. See package insert for complote indica-
tions and directions for use,

Dectomax Pour-On solution has been proved to
ffectively control inf and to protect cattle
from reinfection with Cooperis oncophara and
Dictyocaulus viviparus for 21 days; Ostertagia
ostertagi, Cooperia punctata, and Oasophagosto-
mum radiatum for 28 days; and Haemonchus placei
for 35 days after treatment.
Management Considerations for Horn Flies
Dectomax Pour-On solution provides 7 days of per-
sistent activity against horn flies. The product should
be used as part of an integrated control program
and be combined with ather methods for extended
harn fly control. For optimal horn fly control, consult
with your veterinarian or a livestock entomolagist.
Recommended Dosge: 1 ml. {5 mg doramactin per
22 1b {10 kg) of body weight administered by the
topical route.
Warning: Flammable! Keep away from heat, sparks,
open flame, and other sources of ignition.
Residue Warning: Cattle must not be slaugh-
tered for human consumption within 45 days
of treatmant. Not for use in female dairy cat-
tie 20 months of age or older. A withdrawat
period has not been established for this prod-
uctin preruminating calves. Do not use in
calves to be processed for veal.
Precaution: For topical use in cattle only.
Store Below 30°C (86°F)
Protect From Light
Disposal: Disposé of containers in an approved

fandfill or by incineration.
andfill or by incineration __@g_

Distributed by:

B ___....é___.
Ty @ Bxton, PA 1331, USA 05-5273-00-X6
Dw. of Pfizar Inc

RY,NY 10017 Made in USA
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0.5% pour-on solution for cattle
5 mg/ml
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Indications: For treatment and control of
gastrointastinal roundwarms, lungworms,
eyeworms, grubs, biting and sucking lice,
horn flies, and mange mites in cattle. See
package insert far complete indications
and directions for use. ST
Dectomax Pour-On solution has been
proved to effectively control infections
and to protact cattle from reinfaction with
Cooperie oncophora and Dictyocaulys =~ -
viviparus for 21 days; Ostartagia ostertagi,
Cooparia punctata, and Oesaphagosto- -
mum radiatum for 28 days; and Haemon-
chus placeifor 35 days after treatment;

Management Considerations for Horn Flies
Dectomax Pour-On solution provides
7 days of persistent activity against horn
flies. The product should be used as part
of an integrated control program and be
combined with other methads for extended
horn fly cantrol, For optimal horn fly con-
trol, consult with your veterinarian or a
livestock entomologist.
Recommended Dose: 1 mL {5 mg dora-
mectin) per 22 Ib {10 kg} of body weight
administered by the topical route.
Warning: Flammable! Keap away from
heat, sparks, open flame, and other
sources of ignition.
Residue Warning: Cattle must not be
slaughtered for human consumption
within 45 days of treatment. Not for . J.
use in female dairy cattle 20 months
of age or older. A withdrawal period
has not been established for this
product in preruminating calves. Do
not use in calves to be processed for
vealt ¥ 3
Precaution: For topical use in cattle only.
Store Below 30°C (85°F)
Protact From Light

Disposal: Dispose of containers in an
approved landfill or by incineration.

Animal Health

gttt 936
w7 05-5275-00-X6

NY, NY 10017
Made in USA

L5

11

Pour-On

DECT

(doramectin)
HEEERN

Antiparasitic

0.5% pour-on solution for cattle
5 mg/mlL

Net Contents: 5 liters

NADA #141-095, Approved by FDA

PMS 116

Code 128:
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6 /2" (W) x 73/46" (H)
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Pour-On
Antiparasitic

0.5% pour-on solution for cattle
5 mn/glal

PRODUCT DESCRIPTION: Dactomax Pour-On solution is
» ready-to-uss, systemically active, clear, ight blue solu-
tion cantaining 0.5% wiv doramectin {S mp/mL). & is formu-
{ated to deliver the rccommmdcd doslqo of 500 lncvku
{227 mcg/b) of body weight whan given by topical adminis-
tration at the rate of mllulh(‘ﬂkalnlbodywugm.
PRODUCT CHARACTERISTICS: Dactomax Pour-On solution
is 8 highly active, broad-spectrum pacasiticide for topical
admmmoon o cattle. it contains donmom 2 novel
derived fic luctone d
Phizer Inc. Doramectin is isolated froim fermentations of
selected strains derived from the sofl organism Smpm-
mycey svermitis.
A pmﬁury mode of action of macrocychic tactones is to
modulats chiorids & ion chmul uctmw n the necvous
systom of and P S ltc-
mr\ogh to that i
ability to thioride i fons. This inhibits the okcmcnl -ctmy
of nerve cets in nematodes and muscle cells in arthropods
and causes paralysis and death of the pmsus. In mam-
mals, the o which Iac-
tonas bind are localized within the central nervous system
(CNSL a site reached by only negligible cancentrations of
doramectin,
One dose of Dectomax Pour-On sokstion effactively traats
and controls » wide range of roundworm and arthrapod
panasites that impair the hestth and productivity of cattie.
Studies have demanstrated the safety margin of dors-
mactin. ln USA trials, no toxic signs were seen in cattls
given up to 25 times the recommondad dose of Dectomax
Injactable sohsbion. A study using Declomax Injactabla
solution aiso damonstrated safaty in neonatal catves
treated with up to 3 times the recommended dose. In
bresding animais (bulk snd cows during 1o|||:ulnaonms.
and through
dose 3 times the recommended dose of Dectomax Imu
ubh nkmon Iud no umcton hruding porformncu, A
po-

sure ta doramactin from Dactomax Pwr—(la was less than
systomic exposurs to doramectin from Dectomax Injectable
solution.

PRODUCT INDICATIONS: Dectomax Pour-On solution is
indicated for the trestment and umrml of the hlowmq
species of g;
worms, grubs (see PRECAUTIONS), biting and suclmg licl.
hom flies, and mange mites in canlc Consuk your vateri-
narian foc ass inthe disg and con-
trol of parasitism,

" Gistralnteitinal roundworms
ﬂﬂ;lggi- ukmgl(adu'u and l4. including lehibised lacvas}
te {aduhs
Hasmonchus plu'olhdulu and Ly}
Trichostrongylus axei {adults and L)
T. cokubriformis {sdutts snd L)
Cooperis oncophora (adults! and L}
€. pectinata {sdults}
C. punctata [aduks snd L
€. surmabada {aduhs)
8unostomum phiebotomum {sduks}
Ossaphagostomum rediatum (adubis and Ly}
Trichorts spp. [aduhts}
1 Efficacy below 30% was observed against adult C. ancophors
in s0me chinical studies.

l.ungwomx {aduhs and fourth stage tarvee}

‘cryouulu: viviparus
Eysworm: Grubs
nnlur'n guloss (aduhs) Hypoderms bovis
T. skrjabini (aduhs} H. linestum
Lice Horn Flies
8Biting Lice Haematobia irritang
Damalinia bowis Mange Mites
ioptes bowis
St uc," Y gm? scobisi
tinopnathus vituk
Solenopotes capiflatus

Dectomax Pour-On solution has besn proved to effectively
control infections and to protect catde from rlnhcoon
with Coopcm ; phors and Dicty

21 days: 0 i, Cooperis nd
Ouaphapamwm radistum for 18 dayr and Heemonchus
placei tor 35 days sRer treatment.

Manzgement Considerations for Hera Flies
Osctomax Pour-On solution provides 7 days of persistent
activity against hom fes. The product should be used a5
partof an integrated control program and be combined with
other methods for extended hom fly control. For optimat
hom fly control, consult with your veterinarian or » fivestock
sntomologisL.
DOSAGE: Administer Dectomax Powr-On solution to cattle
opicelly at » dosage of 500 mcg doramectin per kg
[r74] mch) of body weight. Esch ml contsins § mg of
doramecti, sutficient 0 Irutnb(l"u)olbodlmqll.
For the best results, Dsctomax Pour-On sokstion should be
2 partof s parasice control program for both internal and
sxternal pacasites based on the epidemiology of these par-
asites. Consult » veterinadian or an nmomhglsl for infor-
mation regarding the most effective timing of applications.
ADMINISTRATION: Dectomax Pour-On solstion should be
applied topically along the mid-line of the back in a narrow
strip betwoen the withers and taithead.
Dosing Cup [250-mL and §-L bottles|
A dosing cup is pravided for use with Dectomax Pour-On
solution supplieg in 250-mL and 1-L botdes. The Dectomax
Pour-0n solution dosing cup should be installed by rotating
tha cup on the battie neck untit tight. When jnstalted cor-
sactly, the spout is aligned st the nud-pnm on ﬂw wide
side of the bottle.
The curved end of the dasing cup tube should be posi-
tioned at the bottom of the botte on the side oppasite
the $pout. When the dosing cup is in the closed position
{"zer0” at set dosage mark on scraw), product does not
enter the cup reservoir. Select a doss [I mLper 2%
Lll!‘kglbl::hody weight] by twisting the dosing scraw on the
dosing cup to the desiced position. The fiest com-
r‘lll tum of the dosing screw will set the dose 3t 10ml
107 shows on the screw at set dose mark). Each sddiional
turn increases the dose in § ml increments until a maxi-
mum dose of 50 mL {"50" is the bottom number showing on
screw at the set dose mark) is reached. When body weight
is between weight markings on the dosing cup, use the
figher dose volume.
To ¥l the dosing reservoir, bold the boude upsight and
squeeze i until 3 slight excess has been defiverad as indi-
cated by the caltirstion knes. Release the pressurs and
excess will sutomatically drai from the reservoir and
return t0 the bottle.
Tik the battle to deliver the doss. Dectomax Pour-On solu-
tion should be delivered to cattle on the back in a singla
pass from the withers ta the taihead. -
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Applicators {2.5-L and 5-L bottles}

Applicators are available for use with D Pour-On

solution supplied in 2.5- and 5-L backpacks. Dicections for 2
ded appli are pravided below. Some appi-

cators may be patible with this i

Phillips Pour-on Applicator System

1. Replace the shipping cap on 2.5- or 5-L backpack with

the draw-off cap provided and tighten fiemly,

2. Thread the draw-off tubing through the anti-kink speing.

Atach the tube to the draw-off cap. Screw the spring

counter clockwise over the tubing snd draw-off spigot.

3. Invert the backpack.

4. Set the dose to maximum {50 mL). Gently prime the appli-

catar, checking for leaks. To prime, place the nozzls into »

clasn, dry receptacie and depress lever hully. Pump 34

short strokes ansuring that the piston reaches the end of the

cylinder, and then release the lever completely to fill the

cylinder. A small nic bubble may sppasr within the cylinder.

This will not affect the dosing accuracy.

§. Set the required dose and administer,

6. To disconnect the system, proceed as follows:

) Set backpack in upward pasition.

b) Discharge residual material from the applicator
and drew-off tubing inta 3 separate, clesn, dry
racoptacle.

2. Follow the manutacturer's recommendation for care snd

i of the dosing appli
8. Remave the draw-off cap. Replace with the original cap
and tightan firmly.

Syrvet Pour-on Applicator System

1. Reptace the shipping cap on the 2.5- or 5-L backpack
with the draw-off cap provided and tighten fiemly,

2. Thread the draw-off tubing through the anti-kink spring.
Attach the tube to the draw-off cap. Screw the spring
clockwise over the tubing and draw-off spigot.

3. tovert the backpack,

4. Set the dose at the maximum (50 mL) by unscrewing the
adjuster at the base of the handle. Gently prime the appli-
cator, chacking for leaks. To prime, point the nozzle into
clean, dry receptacle and gently pump the lever bsck and
forth to expel »ir from the system. When the barrel com-
pletely fills after avery priming stroke, set the dose.

5. Set the dose as follows:

a} Use the handls to align the middle of the blue
plunger ring with the chosen mark on the barrsl.
Tightan the adjuster scraw against the handle.

b} Secure the dose with the adjuster screw locknut.
Note: Dose y can be ch d by dispensing a
known number of set doses into a measuring cylinder.
Corract any inaccuracy by adjusting the dose setting
screw. Repeat this procedure untd desired sccuracy is
achieved. e e
6. Administer each dose by fully depressing tha handla so
that the plunger travels its entire set length. Release the
handla and the applicator will automatically refill.

7. To discannect the system proceed as follows:
a) Set backpack in upward pasition.
b] Discharge residual material from the applicator
« {angd drow off tubing into a separate, dry receptacle.
8. Follow the manufacturer’s recommendation for care and

i of the dosing appli
9. Ramove the draw-off cap. Replace with the original cap
and tighten firmly.

WARNING: Flammable! Keep nway from heat, sparks, open
flame, and othar sources of ignition. Not for human wse.
Keep out of reach of children. The Materiat Safety Data
Sheet (MSDS) las more detailed pati
information. To report adverse effects in wsers, W obtain
more information, or %o obtain an MSDS, call 1-800-366-5268.

Dectomax Pour-On solution for cattls may be irritating to
human skin and eyes, and users showld be carsful not to
apply it to themsalves or to other persons. Operators should
wear protective clothing including a long-slesved shirt, rub-
ber gloves, and boots with a waterproof coat when apply-
ing the product. Protective clothing should be washed after
use. If accidental skin contact occurs, wash the affected
are3 immediately with soap and water. if accidental eys
exposure oTcurs, flush the eyas immadistely with water
and get medical attention.
RESIDUE WARNING: Cattle must nat be slaugh-
tered for human consumption within 45 days of
treatment. Not for use in famale dairy cattle 20
months of age or older. A withdrawsl period has
not been established for this product in prerumi-
nating calves. Do not uss in calves to be pro-
cessed for veal.
PRECAUTIONS:
This product is to be applied to skin surfsce anly. Do not
administer orally or parenterally.
Do nat apply to areas of skin which are caked with mud or
manure.
Wash hands after use.
Do nat smoke or eat while handling the product.

Cloudiness kn the formutetion :nllv occur whea Oectomax

Pour-On solution is stored at temperatures batow 0°C {32°FL.
Allowing to warm ® room temparature wil restors the nor-
mal appasrance withowt sffecting sfficacy.

Doctomax Pour-On solution is highly effective against cattle
grubs. Howsver, proper timing of treatment is important, For
most effective results, cattie should be trasted as soon as
possible after the end of the heel fly (warble) season.
Destruction of Hypoderma larvas (catde grubs) at the pariod
when thess grubs are in vital areas may cause undesirable
host-parasite reactions including the possibility of fatalities.
Killing H, ineatumwhen it is in the tissue sumounding the
guflet may cause blost; kifling K. bovis when it is in the ver-
tebral cansl may cause staggering or paralysis. Thase
reactions are not specific to treatment with Dectomax
Pour-On solution, but can occur with any successful treat-
mant of grubs. Cattle should be treated either befors or
after the migratary phase of grub davelopment. Consukt
your veterinarisn conceming the proper time for treatment.
Cattle treated with Dectomax Pour-On sokstion after the

ond of heel fly season may be re-treated with Dectomax
Pour-On during the winter for internal parasites, mange
mies, or biting and sucking lice, without danger of grub-
related reactions. A planned parasite control program is
recommended.

Usa Conditions: Varying weather conditions, including rain-
fall, do not affect the efficacy of Dectomax Pour-On,
Cavtion: Dectomax Poer-On solution has bees developed
specifically for uge in cattle only. This product should mot
hmdiuﬂhrulm!spelunuvmumumc-
tions, incleding fatalities in dogs, may reseit.
ENVIRONMENTAL SAFETY: Studies indicate that when
doramectin comes in contact with the sod, it readily and
tightly binds to the sodl and becomes inactive over time.
Free doramactin may adversely sffect fish or certain water-
bome organisms on which they fasd. Do not parmit cattie
to enter lakes, streams or ponds for st Jeast 6 hours after
treatment. Do not contaminate water by direct application
or by the improper dispasal of drug containers. Disposs of
inan app l3ndfdl or by inci i
Store Below 30°C {86°F)
Protect From Light

HOW SUPPLIED: Dectomax Pour-On solution is avaitable in
250-m, 1-L, 25-L, and 5-1. multi-dose containers.

NADA #141-035, Approved by FDA
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